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Abstract
Background: University counselling services face a unique challenge to offer short-term therapeutic support to
students presenting with complex mental health needs and in a setting which suits the academic timetable. The
recent availability of mobile phone applications (apps) offers an opportunity to supplement face-to-face therapy
and has the potential to reach a wider audience, maintain engagement between therapy sessions, and enhance
therapeutic outcomes. The present study, entitled Counselling plus Apps for Students Experiencing Levels of
Anxiety or Depression (CASELOAD), aims to explore the feasibility of supplementing counselling with guided
use of a well-being app.
Methods/Design: Forty help-seeking university students (aged 18 years and over) with symptoms of moderate
anxiety or depression will be recruited from a University Counselling Service (UCS) in the United Kingdom (UK).
Participants will be recruited via counsellors who provide the initial clinical assessment and who determine
treatment allocation to one of two treatments on the basis of client-treatment fit. The two conditions comprise
(1) counselling alone (treatment as usual/TAU) or (2) counselling supplemented with guided use of a well-being
app (enhanced intervention). Trained counsellors will deliver up to six counselling sessions in each treatment arm
across a 6-month period, and the session frequency will be decided by client-counsellor discussion. Assessments
will occur at baseline, every counselling session, post-intervention (3 months after consent) and follow-up (6 months
after consent). Assessments will include clinical measures of anxiety, depression, psychological functioning, specific
mental health concerns (e.g. academic distress and substance misuse), resilience and therapeutic alliance. The usage,
acceptability, feasibility and potential implications of combining counselling with guided use of the well-being app will
be assessed through audio recordings of counselling sessions, telephone interviews with participants, focus groups
with counsellors and counsellor notes.
Discussion: This study will inform the design of a randomised pilot trial and a definitive trial which aim to improve
therapy engagement, reduce dropout and enhance clinical outcomes of student counselling.
Trial registration: ISRCTN55102899
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Background
There is limited evidence demonstrating the effectiveness
of counselling services in higher education (HE), and recent
government initiatives have negatively impacted on student
services. These changes have been particularly noticeable in
the United Kingdom (UK), since new policies have raised
tuition fees and widened access to university without finan-
cially supporting service growth [1]. As a result, there is
more pressure on university counselling services (UCSs) to
demonstrate effectiveness and explore innovative solutions
to continue to offer high-quality support with less resource
in a sustainable way [2]. This is particularly challenging for
student counselling services because they support a unique
population with mental health needs that require counsel-
lors/therapists who are trained and experienced in the aca-
demic context. For example, students require support that
fits within the academic calendar and around periods of
time when students are away from campus. Technology-
assisted therapy provides a promising solution to support
student counselling, but the feasibility and effectiveness of
doing so are unknown [3, 4]. The current study aims to
address these challenges by exploring the feasibility of
supplementing face-to-face counselling with guided use of
a well-being app for university students experiencing anx-
iety or depression.
University counselling services (UCS) in the UK
UCSs are frequently evolving to address student demands
and this has been widely accepted as a necessity [5, 6]. For
example, a recent qualitative study summarised the
changes experienced in a UK UCS [7]. These included the
following prominent themes: (1) counsellors are being en-
couraged to work more flexibly by catering the number
and frequency of therapy sessions to best suit their clients’
needs; (2) UCSs are offering more online support (e.g. on-
line self-help) to manage growing demands with limited
financial resources; (3) counsellors’ workloads are increas-
ing to maintain high standards and meet growing
demands in the absence of service expansion; (4) UCSs
continue to be pressured to demonstrate effectiveness;
and (5) there are concerns that UCSs may not be collect-
ing the right type of data, not using the available data, or
missing data after counselling. Furthermore, a recent in-
vestigation of the usage and acceptability of therapeutic
technology in student counselling revealed that many ser-
vices are interested in knowing how contemporary thera-
peutic technology, such as mobile apps, can be used in
student services and the potential implications of doing so
(Broglia, Millings, & Barkham: The burden of student
mental health on embedded counselling services in UK
Higher and Further Education institutions, submitted).
Taken together, these findings demonstrate how UK UCSs
are embracing change and exploring innovative solutions
to address recent trends in student mental health.
Feedback in therapy
In conjunction with finding new innovative solutions to
address changes in UCSs, it is also important to explore
whether existing methods can be enhanced to improve
outcomes. One such method involves therapists providing
feedback to clients about their responses on a clinical out-
come measure in order to help clients acknowledge their
progress or to raise discussion about adapting treatment.
This method of integrating feedback into therapy has been
widely explored and its impact on clinical outcomes have
been summarised in a recent scoping review [8]. For ex-
ample, compared to clients who received no feedback, cli-
ents who had feedback from clinical measures discussed
in therapy (i) improved to a greater degree, (ii) demon-
strated improvements sooner, (iii) required fewer therapy
sessions, (iv) were less likely to drop-out of therapy and
(v) maintained improvements at 6- and 12-month follow-
ups. However, by contrast, a recent meta-analysis of 17
clinical trials found no significant differences between
feedback and no-feedback groups on symptom outcomes
[9]. Whilst there are mixed findings on the potential bene-
fits of using feedback in therapy, the meta-analysis also
concluded that the clinical trials exploring feedback in
therapy exhibit strong bias and weak methodology.
Taken together, these mixed findings highlight the
need for more rigorously designed clinical trials to ex-
plore the potential benefits of discussing feedback in
therapy. Additionally, there is a need to understand the
potential of augmenting therapy using technology, and
monitoring feedback is a logical area in which to do this
[10], given the ease with which mobile devices enable in-
dividuals to track various aspects of self-related data.
Aside from the use of mobile technology to increase ac-
cess to and uptake of psychological support, research
demonstrates that therapeutic technologies can be cost-
effective, acceptable, and show the potential to enhance
the therapeutic process [11–13]. Therefore, whilst the
positive findings regarding feedback relate to clinical
outcome, the current study aims to apply the feedback
model to discussing client thoughts, behaviours, emo-
tions and activities monitored daily on a well-being app.
The current study
The primary aim of the current study, offering face-to-
face counselling, is to demonstrate whether discussion
and guided use of a well-being app can be integrated
into counselling sessions with university students experi-
encing anxiety or depression. This feasibility metric will
be assessed through evaluation of therapeutic discussion
from counselling audio recordings, telephone interviews
with participants and a focus group with counsellors.
Through this primary aim, the current study will also
evaluate feasibility factors related to recruitment, accept-
ability, intervention delivery and clinical outcome
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monitoring. Therefore, the primary feasibility outcomes
will comprise (i) recruitment duration to reach target
sample size, (ii) client treatment preferences, (iii) accept-
ability of randomisation, (iv) intervention fidelity, (v) cli-
ent/counsellor satisfaction and (vi) completion rate of
follow-up measures. Secondary aims will explore the pre-
liminary impact (in terms of effectiveness) and potential
moderators for a fully powered definitive RCT. Prelimin-
ary impact will be assessed by comparing differences in
therapeutic alliance between TAU and the enhanced inter-
vention condition, as well as capturing participants’ views
on the impact counselling has had on their well-being and
ability to cope at university. Potential intervention moder-
ators will include app usage during and between counsel-
ling sessions, as well as client characteristics.
Methods/Design
Study design
The feasibility trial utilises a two-arm, parallel non-
randomised design comparing counselling alone (TAU)
versus counselling supplemented with guided use of a
well-being app and discussion of app activities (en-
hanced intervention) for university students experien-
cing anxiety or depression. This is displayed in Fig. 1.
Fig. 1 Participant flow diagram for CASELOAD feasibility trial
Broglia et al. Pilot and Feasibility Studies  (2017) 3:3 Page 3 of 15
The feasibility trial was registered on the BioMed Central
ISRCTN registry on 20/06/2016 under the acronym
CASELOAD (Counselling plus Apps for Students Experi-
encing Levels Of Anxiety or Depression).
Ethical approval
This study received ethical approval from the University
of Sheffield, Department of Psychology, Research Ethics
Committee (REC) on 05/01/2016 (ref: 006171).1 The
research-informed training programme within the current
study also received separate ethical approval from the
University of Sheffield, Department of Psychology, REC
on 17/11/2015 (ref: 006727).
Study setting
The trial will take place at the University of Sheffield
UCS which receives approximately 1,300 student refer-
rals annually.2 The UCS has an ethos of supporting re-
search and embraced the proposed feasibility trial.
Extensive joint meetings took place to discuss the trial
design and, in particular, to ensure that its implementa-
tion is embedded into practice with minimal disruption
to the service.
Study population
Participants are 40 help-seeking university students
(aged 18 and over) who have been approved for counsel-
ling and meet moderate clinical criteria for anxiety
(score ≥10 on the Patient Health Questionnaire, PHQ-
9—see later section) or depression (score ≥10 on the
Generalised Anxiety Disorder Scale, GAD-7—see later
section). Inclusion criteria comprise (i) undergraduates
(all years), (ii) postgraduates and (iii) international stu-
dents. Participants will be excluded if they meet any of
the following criteria: (i) present with a high risk to self
or others, (ii) are currently receiving therapeutic support
or (iii) have complex mental health problems beyond
anxiety and/or depression.
Recruitment
In line with routine practice, students who approach the
counselling service will be assessed by a counsellor to
determine their appropriateness for counselling. Students
who are approved for counselling (based on clinical judge-
ment) will be provided with a study information booklet
and invited to attend a 20-min research interview onsite
to determine their eligibility. Leaflets, booklets and posters
will also be displayed in the waiting room to raise aware-
ness of the trial and encourage students to volunteer. Stu-
dents who attend the research interview will be asked to
provide written informed consent and will be assessed for
eligibility through completion of the PHQ-9 and GAD-7.
Eligible participants will be allocated to either the TAU
condition or enhanced intervention according to the
clinical judgement of the counsellor that provided the
initial assessment.
Allocation
This study is a non-randomised feasibility trial that aims
to address the acceptability of randomisation prior to
planning a pilot trial in preparation for a future defini-
tive trial. Therefore, allocation will be based on counsel-
lors’ clinical judgement of each student’s unique
situation and primary reason for approaching the ser-
vice. This will inform the acceptability and feasibility of
randomising for the pilot trial. Participant allocation will
also depend on whether the assessing counsellor is in-
volved in the trial (based on availability) and whether
the counsellor is participating in the provision of the
enhanced intervention or TAU condition. Because the
enhanced intervention relies on counsellors that are
committed and trained to supplement counselling with a
well-being app, participants assessed by counsellors in
the TAU condition will not have the opportunity to join
the enhanced intervention. However, participants assessed
by counsellors in the enhanced intervention may be
allocated to either condition as determined by their
counsellor. Similarly, participants assessed by counsel-
lors providing the enhanced intervention for whom
the app is deemed inappropriate (e.g. client presents
with inappropriate/excessive technology use or risk
negative exposure to online communities for self-
harm) will be allocated to TAU.
Considering these design elements, allocation will de-
pend on the following factors: (i) whether the initial clin-
ical assessment is with a counsellor who is part of the
trial; (ii) whether the assessing counsellor is allocated to
provide the enhanced intervention or TAU condition;
(iii) the clinical judgement of the counsellor regarding
whether participating in the trial would be appropriate
for the client; and (iv) the clinical judgement of the
counsellor regarding which intervention would be ap-
propriate for the client. Whilst this allocation procedure
is reliant on a counsellor’s clinical judgement, it is argu-
ably the most appropriate allocation method for a non-
randomised study and it keeps the client’s welfare in the
forefront. Integrating a well-being app with face-to-face
counselling with students experiencing moderate anxiety
or depression is a new development with limited under-
standing of the implications. Therefore, using clinical
judgement to inform the allocation will better monitor
risk and feasibility metrics which counsellors will docu-
ment to inform the screening criteria of a future rando-
mised trial.
After the routine clinical assessment, participants will
attend a one-to-one research interview (approximately
20 min) to provide written informed consent and deter-
mine eligibility before potentially joining the trial. During
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the research interview all participants will be informed
about both treatment conditions and will be asked their
preference (See later section on “Treatment preference”).
The preference, as well as associated reasons for prefer-
ence, will be recorded in the recruitment checklist infor-
mation. Irrespective of the condition, participants will not
be asked to cease using any existing well-being apps, but
their use will be noted in the recruitment session and ex-
plored in the exit telephone interviews. Whilst the use of
existing apps may pose risk of contamination, the en-
hanced intervention relies on the integration of app activ-
ity within counselling and participants in the control
condition will not receive guided advice on the well-being
apps they may use. In addition, group differences in out-
come measures can be compared before/after participants
are removed for using additional well-being apps. Com-
bined, this information will be used to inform the recruit-
ment rate, randomisation procedure, allocation procedure
and blinding for a fully powered RCT.
Counsellors
All counsellors in the trial are accredited either by the
British Association for Counselling and Psychotherapy
(BACP) or the UK Council for Psychotherapy (UKCP)
and are employed by the UCS. A minimum of 6
counsellors (2 control, 4 intervention) will be assigned
to support the trial, both in development and deliv-
ery, and will deliver either the enhanced intervention
or TAU condition based on their preference. Counsel-
lors will also be trained by a researcher in the details
specific to the intervention they are allocated to (see
“Training” section below). When entering the trial,
counsellors will provide a statement describing their
model of practice and specific therapeutic style. The
aim of collecting these statements is to improve the
reporting quality when describing the therapy avail-
able, and to aid development of a clinical manual as
an outcome of the feasibility trial.
Counsellors will also be provided with the BACP
competency framework [14] for the University and
College Counselling (UCC) context together with the
most recent service clinical handbook in order to en-
sure best practice. Whilst these handbooks will be used
to reinforce clinical competency throughout the trial,
one outcome of the feasibility trial is to refine the clin-
ical frameworks and develop a manualised training
programme for delivering the enhanced intervention in
a university counselling setting. For the present study,
clinical practice will be reinforced throughout the trial
with fortnightly team meetings with the head of ser-
vice, onsite researcher and counselling team. There
will also be optional daily drop-in sessions for mem-
bers of the counselling team to query issues with the
onsite researcher.
Measures
The timeframe for administering measures has been
summarised in Table 1 and in a Standard Protocol Items:
Recommendations for Interventional Trials (SPIRIT)
diagram in Fig. 2. The clinical outcome measures and
primary and secondary feasibility measures have been
detailed below.
Clinical outcomes
Clinical Outcomes in Routine Evaluation (CORE-10)
The 10-item Clinical Outcomes in Routine Evaluation
outcome measure [15] will be administered at the initial
clinical assessment (pre-intervention) and at every coun-
selling session, to measure changes in general psycho-
logical functioning. Items refer to the previous week and
are scored on a 5-point Likert scale (0 = “not at all”; 4
= “most or all of the time”), whereby higher scores indi-
cate higher symptom severity. CORE-10 is a shortened
version of the Clinical Outcomes in Routine Evaluation -
Outcome Measure [16] which has been used extensively
in mental health services in the UK for over a decade.
The 10-item version has been validated against CORE-
OM, has been shown to be sensitive to change and can
Table 1 Summary and timeframe of measure administration
Measure Clinical assessment Consent session S1 S2 S3 S4 S5 S6 Last sessiona 3-month follow-up 6-month follow-up
CORE-10 × × × × × × × ×
CCAPS-62 ×
CCAPS-34 × × × × × × ×
PHQ-9 × × ×
GAD-7 × × ×
CD-RISC 10 × × ×
WAI-12 ×
CSQ-8 ×
aThis may be any session number beyond session 2 as the number of sessions will vary across clients and will be dependent on client-counsellor agreement
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be used to determine whether a client meets member-
ship of a clinical population (score ≥11).
Counseling Center Assessment of Psychological
Symptoms (CCAPS) CCAPS [17] is a measure devel-
oped in the USA specifically for the student college
population and will be administered with CORE-10 at
the initial clinical assessment (pre-intervention) and
every counselling session to measure changes in
student-specific mental health concerns. Items refer to
the previous 2-week period and are scored on a 5-point
Likert scale (0 = “not at all like me”; 4 = “extremely like
me”), whereby higher scores indicate higher symptom
severity. In addition, because CCAPS was designed for
UCSs to measure student mental health, it also monitors
changes in the following areas: depression, generalised
anxiety, social anxiety, academic distress, eating con-
cerns, hostility, substance abuse, family distress and sui-
cide ideation. Within each construct, CCAPS determines
clinical membership (e.g. clinical versus non-clinical)
and severity (e.g. low versus elevated clinical severity),
which are detailed in the CCAPS clinical guide. Finally,
CCAPS has been validated in UK samples through use in
UK UCS and in a recent doctoral research project [18].
Patient Health Questionnaire (PHQ-9) and Generalised
Anxiety Disorder scale (GAD-7) The 9-item Patient
Health Questionnaire [19] and 7-item Generalised
Anxiety Disorder scale [20] will be administered in the
research interview, after treatment completion (3-month
follow-up), and at follow-up (6-month follow-up), to
measure depression and anxiety to determine eligibility.
Clients who reach moderate clinical criteria for depres-
sion (score ≥10) or anxiety (score ≥10) will be invited
into the trial. These measures will also be administered
at 3 and 6 months after the consent date to monitor
changes in symptoms. Items on PHQ-9 and GAD-7 refer
to the last 2 weeks and are scored on a 4-point Likert
scale (0 = “not at all”; 3 = “nearly every day”) whereby
higher scores indicate higher severity. Both measures
have been used widely by mental health services to
measure depression and is mandatory in the Improving
Fig. 2 SPIRIT diagram displaying schedule of enrolment, interventions and assessments of the CASELOAD feasibility trial
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Access to Psychological Therapies (IAPT) initiative in the
National Health Service (NHS). The purpose of using
these measures in the current study is to benchmark out-
comes against primary care services accessed by the gen-
eral clinical population in order to allow comparisons
between student and non-student clinical populations.
Connor-Davidson Resilience Scale (CD-RISC 10) The
10-item Connor-Davidson Resilience Scale [21] will be
administered in the research interview (pre-treatment),
after completion of counselling (3-month follow-up),
and at follow-up (6-month follow-up) to measure changes
in resilience. Items refer to the previous month and are
scored on a 5-point Likert scale (0 = “not true at all”; 4
= “true nearly all of the time”), whereby higher scores
demonstrate higher resilience. By measuring resilience,
the CD-RISC 10 also measures an individual’s ability to
tolerate change, pressure, personal problems, negative
outcomes, painful feelings and illness. The CD-RISC 10 is
a short version of the original CD-RISC 25, has good
internal consistency (Cronbach alpha .85), has good con-
struct validity (e.g. resilience moderates impact of mal-
treatment on mental health) and has been demonstrated
to have a factor structure which is more stable than CD-
RISC 25 [21, 22].
Selection of a well-being app
There are a large variety of smartphone apps that offer
tools and support for improving wellbeing via a range of
common features. Whilst there are many apps to choose
from they are typically based on Cognitive Behavioural
Therapy (CBT) and mindfulness to offer tools for (1)
tracking daily moods and behaviours, (2) reflecting on
diary entries, (3) setting goals, (4) completing exercises
to relax and defuse negative emotions and (5) interacting
with anonymous online support communities for peer-
led support. Some of the most promising well-being
apps include Pacifica (http://www.thinkpacifica.com/),
Headspace (https://www.headspace.com/) and BuddyApp3.
To aid the decision of selecting a well-being app for
the current study, the following criteria were applied:
(1) applicable to university students (e.g. providing
tools to help manage social anxiety, depression, stress
and general aspects of student lifestyle); (2) demon-
strates potential to be integrated with face-to-face
counselling; (3) available across iOS and Android plat-
forms; (4) offers a range of features overlapping with
other well-being apps; and (5) provides a promising
free version to permit continued service use after the
trial without financial implications.
Based on these criteria, the Pacifica app was selected
and evaluated with a volunteer student sample (see next
section), before it was implemented in the current feasi-
bility trial. Whilst the app offers a free version with
restricted variations of each feature (e.g. only 3 relax-
ation exercises compared to 8–10), the full version was
used in both the evaluation study and current study to
allow robust evaluation of all available features represen-
tative of other well-being apps. Furthermore, a second-
ary feasibility outcome will explore the added gain of
using the full version compared to the free version. In
both studies, a series of annual app subscriptions were
purchased and provided to participants as unique gift
codes. All payments were subject to the standard fee for
public users and no financial incentives or waivers were
provided by the Pacifica development team. Whilst the
present study utilised a specific app (i.e. Pacifica), our
reasoning was that this app was used in the trial as rep-
resentative of well-designed apps in the field rather than
being an evaluation of Pacifica per se.
Evaluation of well-being app (Pacifica)
To aid the training, risk monitoring and intervention de-
livery of a well-being app in the current study, a prelimin-
ary evaluation study was conducted with the well-being
app (ethical approval reference: University of Sheffield,
Department of Psychology, 006727). The aims of the
evaluation study were twofold: (i) to explore students’ ex-
periences of using the well-being app to determine fea-
tures that require additional support and (ii) to explore
counsellors’ experiences of using the well-being app to
understand how various features could compliment coun-
selling. The student sample comprised 20 healthy volun-
teers (UG and PG) whereas the counsellor sample
included members of the counselling team who were
already scheduled to engage with the feasibility trial. Stu-
dents attended a research session to learn about each app
feature and were encouraged to use the app daily for
7 days. Students were instructed to use all app features
once before selecting 2–3 features to use throughout the
week. At the end of the week, students completed an
evaluation form, inputted their app data into a spreadsheet
and described their overall experience to a researcher in
an interview. Based on their feedback and availability, 8
students (UG and PG with positive and negative experi-
ences) attended a focus group to discuss their experiences
and suggestions for improving the app.
The counsellor sample comprised 6 counsellors from
the UCS who were scheduled to deliver the enhanced
intervention condition of the feasibility trial. After at-
tending a one-to-one research session to learn about
each app feature, counsellors were instructed to use the
app daily for 7 days. During this time, counsellors were
advised to use all app features and to consider (1) clients
who may benefit from using each feature and (2) how
the app could be integrated between and within counsel-
ling sessions. At the end of the week, counsellors
attended a focus group to discuss the feasibility of clients
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using the app alongside counselling and whether it
would be feasible to review app activity during counsel-
ling sessions. Feedback from student and counsellor
groups shaped the enhanced intervention and refined
staff training for the current feasibility trial.
Training
Prior to commencement of the trial, all participating
counsellors will attend a one-to-one training session with a
researcher to address the following: (1) knowledge of the
trial research process; (2) language use for describing the
trial to students; (3) counsellor expectations; and (4) areas
of concern. Training sessions with counsellors in the en-
hanced intervention condition will additionally cover (1)
willingness to audio record therapy sessions, (2) client con-
sent to audio record therapy sessions, (3) therapeutic ra-
tionale for various app features and (4) research rationale
for supplementing counselling with guided use of a well-
being app. Following this, counsellors will be invited to a
condition-specific training session to reduce discussion
between counsellors and ensure that the enhanced inter-
vention is delivered by counsellors who are engaged and
committed to using a well-being app alongside therapy.
Therefore, training with counsellors in the TAU group will
only address research requirements (e.g. recruitment) and
will focus on the research rationale for using an active con-
trol group and language use for recruitment.
To encourage integration of the app during counsel-
ling sessions and encourage discussion of client app ac-
tivity, counsellors in the enhanced intervention will be
provided with computer tablets to use during therapy
sessions to review and discuss app features with clients.
During training, counsellors will practice using the tablet
to navigate through various app features and a range of
role play exercises will be used to mimic different ther-
apy scenarios. The tablet will also be used to audio rec-
ord therapy sessions and counsellors will practice using
the recording feature during training. The training ses-
sion will be guided with a manual which will provide
examples of how to address various scenarios as well as
brief scripts to prompt counsellors during training.
Script examples include the following: inviting students
to book a research interview; describing the intervention
in the first counselling session; confirming participant’s
involvement in the study at the first counselling session;
confirming permission to audio record; commencing
app discussion during therapy sessions; reviewing app
activity; inviting participants to use the computer tablet;
and supporting participants who decide to withdraw
from the trial. Counsellors will also be encouraged to
make notes in their training manual to cater the exam-
ples to suit their therapeutic style.
These practical sessions aim to ensure that counsellors
are confident with the technology requirements and feel
at ease using the app in a therapeutic context. Therefore,
counsellors will be put into pairs to practice each ex-
ample and will alternate between client and counsellor
roles. More specifically, when counsellors are in the role
of a hypothetical client they will be asked to mimic
potentially challenging behaviours they have previously
experienced during sessions with their own clients.
These exercises aim to challenge counsellors before they
start using the app with clients. Counsellors will also
have the opportunity to role-play examples with the
onsite researcher throughout the trial to build confi-
dence and refresh training. At the end of the training
session, counsellors will complete a feedback form de-
tailing their confidence in executing technical, adminis-
trative and therapeutic requirements of the trial. This
information, combined with feedback from the focus
group at the end of the trial, will be used to improve the
manualised training for the definitive trial.
Technology acceptability
Despite the prevalence of technology being integrated
into physical and mental health interventions, staff ac-
ceptability has been an ongoing issue and can hinder
implementation [23, 24]. The current study aimed to
reduce threats to staff acceptability by delivering a
training programme to address various aspects of ac-
ceptability. For example, according to the technology
acceptability model, there are several factors which
influence technology acceptability in healthcare profes-
sionals including performance expectancy, effort ex-
pectancy, computer anxiety, computer self-efficacy and
computer attitude [25]. For instance, according to
Schaper and Pervan [25], performance and effort ex-
pectancy refer to the perceived ability of the technol-
ogy to assist with an individual’s ability to fulfil their
duty and the ease at which it can be achieved. In prep-
aration for training in the current study, therapists
used various app features daily for 1 week and were
asked to consider how certain features would comple-
ment their therapeutic style. Therapists also shared
their ideas in group training to inform other therapists
with similar therapeutic models. Regarding effort of
use, therapists were required to review a client’s app
usage for a few minutes every session as a minimum
but ultimately had the flexibility and responsibility to
use the app as they deemed appropriate. Regarding
computer anxiety and self-efficacy, in addition to the
group training, therapists received ongoing one-to-one
sessions with the primary researcher whom had a daily
presence at the counselling service throughout the
trial. Finally, regarding attitude and therapist engage-
ment, the intervention therapists were selected based
on (1) initial recommendations from the head of ser-
vice and (2) expressed interest from therapists.
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Therapist effects
There has been conflicting evidence exploring the im-
pact of therapist effects on trial outcomes and there are
various methods for estimating therapist effects [26].
Nonetheless, exploring therapist effects is important in
implementation studies and for considering differences
in treatment delivery across therapists. Due to the
underpowered sample of the current feasibility trial,
therapist effects for each of the quantitative outcomes
will be estimated with intra-therapist correlations.
Counselling interventions
All participants will receive an active treatment in line
with standard practice and will not be disadvantaged by
participating in the trial. Participants will have access to
the standard level of care at Sheffield UCS, which in-
cludes a wait period of typically 3–5 working days for
the initial clinical assessment and 8–10 days between
ongoing therapy sessions. This wait period varies
throughout the year but the service agreement offers
first contact within 10 days, and this is typically shorter
than the NHS waiting times.
Counselling (TAU)
Up to 6 sessions of face-to-face counselling will be of-
fered to participants in line with standard practice at
Sheffield UCS. Sessions will be 50 min in length and the
frequency of sessions will be determined through client-
counsellor discussions. If participants require more than
6 sessions, treatment will continue outside of the trial
and will be supported by the counselling centre. On
such occasions, trial data will only be collected up to
session 6.
Counselling supplemented with well-being app (enhanced
intervention)
Up to 6 sessions of face-to-face counselling will be offered
to participants in line with standard practice at the UCS.
Sessions will be 50 min in length and the frequency of ses-
sions will be determined through counsellor-client discus-
sions. As well as the standard level of care, counselling
sessions will be supplemented with discussion and guided
use of a well-being app to promote engagement within
and between face-to-face sessions. Clients and counsellors
will have the opportunity to use the app on a computer
tablet during counselling sessions to facilitate discussion
and to aid the decision process for setting goals and
reviewing client progress. Through these discussions,
counsellors will review client app activity and guide them
through various app features to decide which activities
would be beneficial to use between face-to-face sessions.
App features may include (1) daily behaviour tracking for
mood, sleep, exercise, relationships, hygiene, water/caf-
feine/alcohol consumption, medication use and time spent
outside; (2) reflective thinking through guided CBT,
thought journaling, mindfulness and positive visualisation;
(3) guided relaxation with breathing, meditation and body
scan exercises; (4) peer-led support through anonymous
online communities and private groups; and (5) setting/
tracking short-term and long-term goals.
The app will provide daily prompts to encourage par-
ticipants to log their mood/behaviour, but completion of
various exercises relies on participants deciding when to
use a feature, for example at the suggestion of their
counsellor. Counsellors will also encourage participants
to prepare for each face-to-face counselling session by
reflecting on their diary entries and deciding on what
they would like to address in the session. This reflective
exercise may also occur at the start of each therapy ses-
sion for participants who prefer to reflect on their activ-
ities with the support of their counsellor. During face-
to-face sessions, counsellors will be encouraged to re-
view app activity by asking participants to access their
app account on the computer tablet, discuss participant’s
reflections and progressively adjust goals or exercises
where appropriate.
Audio recording of sessions
Counselling sessions in the enhanced intervention will
be audio-recorded, with participant consent, using the
tablet in order to be more discrete than traditional re-
cording equipment. Written consent for recording ses-
sions will initially be sought during the research
interview when participants join the trial. However, ver-
bal consent will also be sought by counsellors at the start
of each session to allow participants to opt-out of re-
cording a particularly distressing counselling session.
Sessions in the TAU condition will not be audio re-
corded to align with standard practice and because ana-
lysis is specific to discussing app activity, which is
dependent on the enhanced intervention.
Primary feasibility measures
The yield of the feasibility trial is a series of specific pri-
mary and secondary outputs relating to a range of com-
ponents that will inform the definitive trial. The primary
outputs are recruitment, treatment preference, random-
isation acceptability, treatment satisfaction and comple-
tion rate of follow-up measures. The secondary outputs
are: app usage, intervention fidelity, client characteris-
tics, therapeutic alliance and academic coping. Each of
these primary and secondary outputs is described next.
Recruitment
The recruitment period for a definitive trial will be esti-
mated from the current study by exploring the required
time needed to reach 40 participants, whilst also consid-
ering the participant drop-out rate and counsellor
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availability. Seasonal service demands will also be ex-
plored to distinguish peak service demand and to advise
on the optimal time of year to implement a definitive
trial. Service demand will be assessed by comparison of
the annual reports provided from the service.
Treatment preference
During the research interview and prior to treatment al-
location, participants will be informed about the two
available treatment conditions and will be asked to indi-
cate their preferred condition. Participants will also pro-
vide a primary reason for their decision before being
informed of their treatment allocation. Participants who
choose a condition incongruent with their allocation will
be asked if the outcome affects their decision to join the
trial. This information will be used to inform potential
bias from participants being allocated to their preferred
condition.
Randomisation acceptability
Once participants state their treatment preference and
are informed of their actual treatment allocation, they
will be asked whether being randomised to that condi-
tion increases the probability of them withdrawing from
the study. This information, combined with the recruit-
ment metrics, will be used to estimate the recruitment
period and inform whether randomisation in a definitive
trial would negatively impact on uptake.
Treatment satisfaction
Participant treatment satisfaction will be assessed with
the 8-item Client Satisfaction Questionnaire (CSQ-8)
[27], which will be emailed to participants the day after
their last counselling session. CSQ-8 items refer to a
client’s overall service experience and are rated on a 4-
point Likert scale (1 = “quite dissatisfied”; 5 = “very satis-
fied”) whereby higher scores indicate greater satisfaction.
Many counselling services report on client satisfaction
to allow comparison to other services and to ensure that
services respond to client feedback. Capturing client sat-
isfaction will also allow comparisons between treatment
conditions to explore whether the enhanced intervention
had a positive or negative impact on a participant’s
service experience. A sub-sample of participants’ service
experiences will also be explored through telephone in-
terviews after counselling completion. Finally, counsellor
satisfaction in the delivery of the enhanced intervention
will be assessed through a focus group once all partici-
pants have completed counselling.
Completion rate of follow-up measures
Completion rates will be assessed through the number
of participants providing complete data for the 3-month
follow-up measures (from consent date), 6-month
follow-up measures and telephone interviews. The tele-
phone interviews will also be used to ask participants
how to optimise the follow-up response rate and main-
tain contact. Together, this information will be used to
estimate the expected response rate and inform the
design of a definitive RCT.
Secondary feasibility measures
App usage
App usage during counselling sessions will be assessed
through audio recordings to determine how various fea-
tures are discussed between participants and counsellors.
The discussion of clients’ app usage to monitor behav-
iours, thoughts, emotions and therapeutic exercises is an
essential component of using feedback in therapy and in
integrating the well-being app with counselling. Therefore,
analysis of app discussion aims to identify dominant app
features, inform potential moderators of therapeutic out-
comes in the definitive trial and evaluate intervention fi-
delity (discussed below). Analysis of app discussion will
also consider the added gain of using the purchased app
version over the free version, by categorising discussion by
features associated with either version of the app. A final
exploration of app discussion will match app features
with context-specific benefits, client characteristics
and potential risk.
Participant app usage between counselling sessions
will be addressed in follow-up telephone interviews to
inform the acceptability of using a well-being app along-
side counselling, and exploring the timeframe for how
long the well-being app was useful for participants. Par-
ticipant usage of the app overtime will also be explored
through app data (e.g. log in times, duration of time
spent using each feature), but this will be dependent on
the availability of data and on participant consent to
access app data.
Intervention fidelity
Intervention fidelity will be assessed through counselling
audio recordings, a focus group with counsellors and
telephone interviews with participants. Counselling re-
cordings will be anonymised during transcription and
assessed by two reviewers, the onsite researcher (un-
blinded) and an independent blinded researcher, to per-
mit analysis of inter-rater reliability. A checklist will be
provided to score the transcript content which will in-
clude the following themes, separately for counsellors
and participants: (1) number of times app discussed; (2)
duration of app discussion; (3) whether the tablet was
used to view app activity; (4) whether there was reason
to adjust app usage; (5) whether different app features
were advised; and (6) whether there was a missed oppor-
tunity to discuss an app feature. Audio recordings will
also be assessed against the BACP UCC competency
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framework to determine clinical competency and to de-
velop the framework for the definitive trial. Finally,
intervention fidelity will be assessed in the counsellor
focus group and participant interviews to explore chal-
lenges of integrating the app with counselling and to
provide potential solutions.
Client characteristics
Client characteristics will be assessed collectively from
(i) intake demographic data, (ii) counsellor notes from
the initial clinical assessment, (iii) counsellor session
notes and (iv) participant interviews. Combined, this in-
formation will be used to develop a client checklist and
brief clinical guide to aid decision making on client ap-
propriateness for using a well-being app. This guide is
anticipated to inform the inclusion criteria for the defini-
tive trial and will be shared with other UK UCSs inter-
ested in offering well-being apps to their students.
Therapeutic alliance
Therapeutic alliance will be assessed through the Working
Alliance Inventory-Short Form [28] at the end of session 3
of counselling. WAI is a 12-item self-report measure com-
pleted separately by the counsellor and their client. Items
refer to current views on the counsellor/client and are
rated on a 5-point Likert scale (1 = “strongly disagree”; 5
= “strongly agree”) whereby higher scores indicate stron-
ger therapeutic alliance. Items also provide scores on three
distinct components of therapeutic alliance including (1)
agreement of therapy tasks, (2) agreement of therapeutic
goals and (3) presence of an affective bond between clients
and counsellors. These therapeutic factors will be com-
pared across the enhanced intervention and TAU condi-
tions to explore differences in therapeutic alliance and
inform potential mediators of clinical outcomes to be
tested in a definitive trial.
Academic coping
To complement the academic distress measure on the
CCAPS [17], participants will be asked about their abil-
ity to cope academically during follow-up telephone
interviews. During the interviews, participants will be
asked whether their mental health has affected their
studies (or vice versa) and whether they believe that
counselling has contributed to their ability to cope aca-
demically. These findings will be used to explore the po-
tential contribution UCSs have on academic coping, and
will inform outcome assessment for a definitive trial.
Managing risk and adverse events
All stages of the feasibility trial will take place at the
UCS and participants will have immediate access to pro-
fessional mental health support. Counsellors involved in
the trial will also have access to professional mental
health support through the duty counsellor in line with
standard practice. Efforts have been made to reduce risk
in the current study by ensuring that the design, training
and delivery of interventions are informed by clinical
judgement, and clinical competency is reinforced by the
BACP competency framework and UCS clinical hand-
book. Furthermore, all decisions concerning participant
allocation are informed by their assessing counsellor (see
“Allocation” section). Counsellor training will also ad-
dress participant withdrawal and how to report risk. In
either event, every individual involved with the trial (e.g.
admin, clinical and research) will be informed to report
to the duty counsellor allocated at the start of each day.
The reporting of adverse events will be recorded through
(1) onsite researcher notes throughout trial, (2) therapist
clinical notes from triage, (3) therapist notes from coun-
selling and (4) duty therapist clinical notes. In line with
the service clinical handbook, adverse events will be re-
ported to the duty therapist and recorded electronically
on the service’s secure clinical scheduling system.
Data management
A primary researcher (author EB) will be selected to over-
see all stages of the feasibility trial and will include the fol-
lowing responsibilities: (1) maintain primary contact with
staff at the UCS; (2) deliver counsellor training; (3) deliver
research interview with participants; (4) administer and
score PHQ-9 and GAD-7 to determine participant eligibil-
ity; (5) offer ongoing support to counsellors by maintain-
ing a physical presence at the UCS; (6) offer technical
support of computer tablets; and (7) handle trial data from
paper and electronic sources. As the primary researcher
will oversee all stages of the feasibility trial and will handle
all trial data, it was decided not to form a Data Monitoring
and Ethics Committee; however, the primary researcher
will regularly update with the head of service at the
participating trial centre and authors AM and MB as
research supervisors for the feasibility trial. Methods
of planned data management have been approved by
the trial sponsor REC, and have been implemented to
be predominantly electronic to avoid human error
and optimise data security.
Part of data management will require storing partici-
pant consent forms and documents from the research
interview in a securely locked filing cabinet at the UCS.
The filing cabinet will only be accessed by the primary
researcher and the clinical team, if necessary. Therapy
audio recordings from computer tablets will be immedi-
ately uploaded to an encrypted file (via UCS encrypted
Wi-Fi) on the UCS computer system, and will not be
stored on computer tablets. This process is automatic
and will be triggered when the audio recording app is
stopped. Only the primary researcher will have access to
the encrypted folder and recordings will be anonymised
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upon transcription. The remaining sources of clinical
data (e.g. from questionnaires) will be administered online
via unique survey links emailed to participants. Sur-
vey data will only be accessed through a secure ac-
count log-in which only the primary researcher will
have access to. All data will be backed up on an
encrypted external hard drive, accessed only by the
primary researcher. Data will be stored in a Microsoft




Analyses will be predominantly descriptive to character-
ise the study population and outline various feasibility
metrics including recruitment rate, treatment preference,
randomisation acceptability, treatment satisfaction and
completion at follow-up. Whilst the sample size is not
powered to detect significant differences between the
TAU and enhanced intervention groups, data will be
used to summarise outcomes from both groups to reveal
preliminary trends and inform the design of the pilot
trial from which estimates of effect and sample sizes will
be calculated. Group comparisons will also be made be-
tween the demographic and baseline clinical measures
to characterise the groups when they enter the trial. De-
termining potential baseline differences between the
groups will inform whether the allocation procedure,
which was dependent on clinical judgement, uninten-
tionally created differences between the groups. Estab-
lishing these differences, or lack thereof, will further
inform the potential group differences in clinical out-
comes at the end of the feasibility trial. Outcome data
will include the baseline prevalence and subsequent
changes in depression (PHQ-9), anxiety (GAD-7), psy-
chological functioning (CORE-10), student-specific men-
tal health concerns (CCAPS) and emotional resilience
(CD-RISC 10). Group summaries will also compare
levels of therapeutic alliance (WAI) and treatment satis-
faction (CSQ-8) in order to inform preliminary differ-
ences across treatments. No interim analysis will be
performed; analysis will commence after completion of
the 6-month follow-up. The distribution, variance and
skewness of data will be initially explored to determine
whether data should be described with parametric or
non-parametric methods. Parametric descriptive statis-
tics will include total score, mean, standard deviation,
min, max and range. Non-parametric descriptive statis-
tics will include total score, median, confidence intervals
and inter-quartile ranges. Quantitative analyses will be
performed with SPSS statistical software (version 22.0).
Approximately 40 h of therapy is anticipated to be re-
corded, transcribed and analysed. The conservative esti-
mation for recordings considers several factors including
the following: (1) although participants will be offered ~6
counselling sessions, the services’ median number of
attended sessions is 2 and 4; (2) participants (and thera-
pists) may decide not to record a session where the par-
ticipant is particularly distressed; (3) trial budget available
to fund transcription; and (4) feasibility trials are not re-
quired to be powered to detect significant effects but to
provide sufficient preliminary indicators. Whilst data from
the therapy recordings is qualitative in nature, they will be
analysed with “quantitative” content analysis [29] whereby
sessions will be scored to indicate intervention fidelity and
implementation success. These scores will be achieved by
using a checklist developed from the training materials to
rate the extent to which therapists delivered the new inter-
vention (see “Intervention fidelity” section). A random
sample of 15 therapy hours will be assessed by an inde-
pendent researcher, blind to the aims of the study, to
permit analysis of inter-rater reliability.
Qualitative analysis
A number of feasibility factors will be explored quali-
tatively through counsellor clinical notes, a therapist
focus group, and participant exit interviews; to explore
the feasibility, acceptability and potential implications
of supplementing counselling with a well-being app.
The clinical notes will be extracted from the sessional
notes taken as part of routine practice, except counsel-
lors will additionally reflect on their experience of
integrating the app and how the app fitted with their
client/therapy style. These experiences will be ex-
plored in more detail at the end of the trial through a
one-off therapist focus group. The participant exit in-
terviews will take place once clients finish counselling
and thus may occur throughout the trial depending on
how early clients were recruited and how many coun-
selling sessions they agreed to have with their therap-
ist. The aims of the exit interviews are threefold: (1) to
capture clients’ experiences of the new intervention
(and indirectly inform intervention fidelity); (2) to dis-
tinguish areas of improvement for research design;
and (3) to identify whether counselling contributed to
their ability to cope at university. Data from the client
interviews, therapist focus group and clinical notes
will be analysed flexibly and explorative with thematic
analysis to allow themes to emerge from the data and
to allow comparisons across different data sources
[30]. By exploring themes across various data sources,
the current study aimed to provide a rounded and
comprehensive account for the following: (1) how well
the app was integrated into counselling (according to
clients, therapists and researchers) and (2) the poten-
tial risks/benefits of integrating an app with counsel-
ling, if implementation is successful. Qualitative data
will be analysed with NVivo (version 11).
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Discussion
Using a mixed-methods approach incorporating quanti-
tative and qualitative data, this study will address a range
of factors concerning the feasibility of supplementing
counselling with guided use of a well-being app for uni-
versity students experiencing anxiety or depression.
Through this exploration, the primary feasibility out-
come will determine whether it is possible to incorpor-
ate, review, and discuss participant app usage during
face-to-face counselling sessions in a manner that is po-
tentially beneficial to therapeutic outcomes. For this rea-
son, the study design offers an active control to mimic
standard practice and permit preliminary comparisons
to be made with the enhanced intervention. By comparing
the enhanced intervention with a condition mimicking
standard treatment (TAU), this study will shed light on
whether potential differences in group outcomes could be
accountable by the addition of a well-being app alongside
standard care. However, whilst this feasibility trial is not
powered to detect significant differences between group
outcomes, it will allow the identification of trends to in-
form the hypotheses for a definitive RCT. Furthermore,
combined analysis on counselling recordings, interviews
and a focus group on the enhance intervention will reveal
possible treatment mechanisms which can then be
assessed quantitatively in a fully powered trial.
A key goal of this feasibility trial is to explore the feasi-
bility of the planned processes and document the issues
that arise throughout the training, implementation, de-
livery and evaluation of research design and overall
intervention. Therefore this study focuses on demon-
strating the feasibility of offering a new treatment option
to university students, and to review the potential impli-
cations for improving therapeutic outcomes. To address
the first requirement, primary feasibility metrics will rec-
ord: recruitment rate, treatment preference, randomisa-
tion acceptability, treatment satisfaction and completion
of follow-up measures. However, if the new intervention
is shown to be feasible, it is also important to under-
stand the potential risks, implications and mechanisms
to be explored in a definitive trial. Therefore, the sec-
ondary feasibility metrics will address app usage, inter-
vention fidelity, therapeutic alliance and a range of
clinical outcome measures monitoring mental health
symptoms specific to university students. With anxiety
and depression as the two most prevalent mental health
concerns in students, participant eligibility will be deter-
mined through two clinical diagnostic tools, PHQ-9 and
GAD-7, used widely in psychological services.
The planned enhanced intervention combines the ben-
efits of face-to-face counselling with the flexibility of
guided self-help, for university students experiencing
anxiety and depression. By combining two treatment op-
tions which are typically offered separately, the current
study aims to address a number of challenges USCs ex-
perience. The most prominent challenges have been sup-
porting a growing student population with short-term
therapy that fits within the academic calendar. Through
these challenges, UCSs have experienced increased wait-
ing lists, higher rates of treatment drop-out and more
demand for support during evenings, weekends and uni-
versity holidays. Therefore, by combining face-to-face
counselling with guided self-help support and behavioural
tracking tools on a mobile app, the current study aims to
demonstrate a preliminary impact on engagement, drop-
out and therapeutic outcomes. Furthermore, by encour-
aging self-help tools between face-to-face sessions, the
current study aims to offer ongoing support to students
and optimise therapeutic time between clients and coun-
sellors. If this new treatment option is shown to be feas-
ible, the current study has potential to encourage flexible
working styles and enhance existing face-to-face time
without necessarily requiring more therapy sessions.
These opportunities, amongst improving training, will be
the primary aims of a definitive RCT following a pilot trial
to be planned beyond the current feasibility study.
Endnotes
1The confirmation letter from REC has been submitted
as Additional file 1.
2Based on referrals across 2011/12-2013/14 academic
periods.
3Buddy App was availble during the original app
search, but is no longer publically available.
Additional file
Additional file 1: Trial ethics approval letter. (PDF 29 kb)
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